D8C-07-2005 02:33pin From-KATTENMUCHINISREPT 



2129407049 



T-859 PDII/OU F-393 

RECEIVED 



CENTRAL FAX CENTER 

DEC 0 7 2005 



IN THE UNITEP STATES PATENT AND TRAPEMABK OFFICE 



APPLICANTS 
SERIAL NO. 
HLED 
FOR 



EXAMINER 



iaM.ctja. 

10/016,812 
December 7, 2001 

RAPIDLY DISINTEGRABLE TABLET FOR ORAL 
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CHOI, FranJc I. ART UNIT: 1616 



To: Honorable Commissioner of Patents 
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DECLARATION UNDER 3? C.F.R. SECTION 1 .132 



Sir. 



I, Hyun-soo KIM, being a citizen of Republic of Korea and presearty icsitJiug at 
Backdoo Apt. 968-403, Saobon-dtMig. Kunpo-si, Kyong^-do. KQTca. hereby declaore a$ 
follows: 

1 . I am one of the invemors of the above-identified applieanon. 

2. I have performed a series of exparimems to examina the mventive tablets 
eonqpiising various phannaceatically acc^iabla exeipiems, as SWows. 

3. Specifically, 10 g of domperidon and 1 g of colloidal silicon dioxide, each 
screened though a 30 mesh sieve, were mixed and added Thereto were 117 g 
of spray-dried mannitol (Pearlitol SD 2O0, Roquette), 10 g of xyliiol. 4 g of 
aodiiun starch glycolate, and 18 g of TntcTOciysnnine cellulose, each screened 
(biough a 20 mesh sieve. The mixmrc was further mixed with 7 g of 
crospovidoac powder screeaed through a. 20 mesh sieve, and dica with 3 g of 
magnesium trisilicate. 3 g of magnesium stearaw, each screened through a 40 
mesh sieve (see TVtbUK 1) The resttlTam mixmre was cdmpressed into tablets 
UBing a smgle type lafaledog tnafihine (Manesry F3, Manesty Macbine Lid.), to 
provide rapidly disinregrable tablets (Tablet A), each weighing 165 mg. The 
above procedure was repeated using the compotieitis 'sbowt) ia Table 1 to 
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obi33n Tablets B to D. 

The Iwdncss ao4 the di^intsgratiQii time in oral cavity were mdaswed for 
Tab]ei$ A to D, in accordaape with the method disclosed in the specification of 
the present invention aa originally filed (see page 13, line 11 to page 14, tixie 
3). 



<Tablc 1> ( Vsiit z gram) 





Taplet 
A 


iapiec 
6 


C 


lapiei 
D 




Domp^dane 










Sitnvastatinc 










Di^integrants 


Spray-driad niannitoi 


11/ 


"inn 


IDIi 


i oD 


Crospovidonc 


/ 




1 A 


1 f\ 

i-U 


Diluents 


XyUtol 










Sodium starch 
glycolate 


4 




'6 • 


7 


MicrocrysialUne 
cellulose 


10 








Flavor 




10 




10 


Lnbricant 


Majgncsium rrisiUcate 


3 






5 


Magnesium sicorate 


3 




B 


S 


Colloidal silicon 
dioxide 


1 








Sodium stearyl 
fumaratc 




20 • 






Total weight (g) 


165 


232 


224 


243 


Diameter (mm) 


8 


10 


10 


10 


Nutnber of tablets 


1,000 


1. 000 


uooo 


1.000 


Hardoes» (kp) 


5 


5 


5 




IH9iptegratloa time (second} 


35 


25 


45 


40 



4. In addition, 20 g of famoiidme and 2 g of coUoidal saieo» dioKide, each 
screened tbrou^ a 30 mesb Bi«ve, were mixed and add^ thereto were 130 g 
of spxay-dried mmnitol (Pearlitol SD 200. Roquene) and 20 g of dexmn, each 
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screened tbrougb a 20 mesh sieve. Hiis mixture was fiirther xyuxed with I2g 
of orospovidovie ppw4er, screened tfarougb a 20 mesh sieve, and then with 3g 
of masnesiian msilioate, 3g of tnagrvesiiwi sicamte and lOg of orange flavour, 
c^ch screened through a 40 mesh sieve (see Table 2). The resnliant mixture 
was comprc&scd into tablets using a single type tablcting ma ch i ne (Mancsty 
F3, Manesty Machirie Ltd-), to provide rapidly disintcsrablc tablets (Tablet E), 
each weighing 200 ing> 

The above procedure was repeated using die componenis and active 
ingredients shown in Table 2 to obtain Tableu P to H according to Oie present 
invention. 



<Table 2> : C Unit - gram} 





Tablet 
£ 


lU>let 
F 


T^let 
G 


Tabl«t 
H 


DtUfiS 


Famotidine 


20 


20 


20 


20 




Spiay-'dricii rooowtol 


130 


130 


130 


130 


CrospQvitJone 


12 


12 


12 


12 




Destrin 


20 












20 






Cellulose 






20 




Lacto$e 








20 


Flavor ictmaue flavour) 


10 


10 


10 


10 


Luibricanx 


Magnesium msiUcaie 


3 


3 




3 


Magnesnim siearare 


3 




g 


3 


Colloidal silicon 
dioxide 


2 


2 




2 


Sodium STearyl 
fumaiate 




3 






Total wei^t (g) 


200 


200 


200 


200 


Diameter (imn) 


10 


10 


10 


10 


Number of tablets 


1,000 


1,000 


1,000 


1,000 


iiardness (kp) 


$ 




s' 


5 


Pisintegration time (second) 


43 


40 


48 


45 



3 
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5. Tables I and 2 show thftt in accordance with the prcscm invention, varipw 
excipients u well as those disclosed in the present specification originally 
filed also can provide tablets which dismtesrate within 6(X seconds. 

6- I hereby declare that all statements made herein of our own Icnowledge are 
true and all statements made on informaiion and belief are believed xo be mte; 
and, further, thai diese statements were made with th^ Icoowledg^ t^t willful 
£^e statements and the like so made are punishable by fine or imprisonment, 
or both;, imder Section 1001 ofHtle 1& of United States Code and ttmt auch 
willtwl false statements may jeopardize the validity of the application or any 
patents issuing thereon. 



Further deponent^ saiiii not. 



Date: 4th day of Decembers 2005 
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